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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 13 July 
2009 has been entered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-6, 8-18, 20-30, 32-38 and 49-51 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. It is unclear if the 
recitations of "flexible bag" require that all portions of the bag be flexible including the 
weld rings required by claim 12 and the solid circumferential ring required by claim 5, or 
merely a portion of the bag be flexible. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-6, 8-18, 20-30, 32-38 and 49-51 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. While the 
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scope of the term "flexible bag" is unclear as explained above, to the extent that the 
term requires the bag to be made entirely of flexible material, the new limitation is 
considered new matter. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

7. Claims 1-6, 8-18, 20-29, 34, 49 and 51 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Jorgensen et al. (US 2002/0107131). Regarding claims 1,13 and 
24, Jorgensen ('131) discloses a flexible bag (10, 50, 94, or 96) (as well as a centrifuge 
comprising the bag) comprising a substantially circular enclosure including a first side 
and a second side radially connected along an outer edge, the first sides defining an 
interior surface therebetween, each of the first and second sides having a respective 
central opening (such as 11 or 51) for housing a central hub, and a first mating portion 
positioned adjacent the central opening, along the interior surface of the first side, and 
extending in a direction perpendicular to the interior surface, and, in cross-section, 
including a raised shape (for example 100) the mating portion integrally formed (see 
[0043]) for mating in a cooperative arrangement with a corresponding mating portion of 
a hub (20,60,104) and the raised shape of opposing an interior surface of the second 
side (see Fig. 11). Regarding claims 2, 14, and 25, the first mating portion comprises 
an integrally molded radial barrier (see Figs. 1 and 11). Regarding claims 3, 9, 15, 21, 
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and 26, the first mating portion comprises one or more recesses formed adjacent the 
opening (see especially Fig. 1). Regarding claims 4, 10, 16, 22 and 27 the first mating 
portion comprises one or more raised areas formed adjacent the opening (see Figs. 1 
and 11). Regarding claims 5, 17 and 28, the radial barrier comprises a circumferential 
ring of raised material (see Figs. 1 and 11). Regarding claims 6, 18 and 29, the radial 
barrier comprises a circumferential recess (see Figs. 1 and 11). Regarding claims 8 
and 20, each side includes a first mating portion (see Fig. 1 , 3, 7 and 1 1 ). Regarding 
claim 1 1 , the manner in which the bag is intended to be used is not germane to the 
patentability of the bag. Regarding claims 12 and 23, the bag further comprises at least 
one weld ring (30, 40, 70, 80, 100 or 102) having a central opening for receiving a first 
side of the hub and a surface positioned adjacent the first side of the bag proximate the 
opening of the first side. Regarding claim 34, Jorgensen ('131) discloses a method of 
sealing a centrifuge bag to a hub comprising providing a flexible bag (10, 50, 94 or 96) 
for use in centrifugal processing, wherein the bag comprises a substantially circular 
enclosure including a first side and a second side radially connected to the first side 
along an outer edge, the first and second sides defining an interior therebetween, the 
first and second sides each having a respective central opening (such as 1 1 or 51) for 
housing a central hub, wherein the central opening includes a first mating portion (see 
Figs. 1 and 11) positioned adjacent to the central opening, along the interior surface of 
the first side, extending in a direction perpendicular to the interior surface, in cross- 
section including a least one raised shape (100) with respect to the interior surface, and 
the first mating portion opposing an interior of the second side; providing a hub (20, 60 



Application/Control Number: 10/723,499 Page 5 

Art Unit: 1797 

or 104) having a second portion corresponding to tlie first mating portion, wlierein tlie 
first mating portion integrally formed for mating in a cooperative arrangement with the 
second mating portion; and placing the hub with in the opening; and mating the first 
mating portion with the second mating portion (see [0043], [0050], Figs. 1-8 and 11). 
Regarding claim 49, the first side is flat (see Fig. 11). Regarding claim 51, the shape is 
a rectangle (see Fig. 11). 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claims 35-38 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Jorgensen et al. (US 2002/0107131). The method of Jorgensen was discussed above 
with regard to claim 34. While the verb "welding" is not expressly used by the 
reference, "weld rings" are extensively discussed (see [0047] and [0050]). The 
discussion of "weld rings" would have suggested welding, either with heat or with 
solvent, to one of ordinary skill in the art. 

10. Claims 30, 32 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Jorgensen et al. (US 2002/0107131) in view of Schlutz (US 3,982,691). Jorgensen 
('131 ) discloses a method of sealing a centrifuge bag to a hub comprising providing a 
bag (10, 50, 94 or 96) for use in centrifugal processing, wherein the bag comprises a 
substantially circular enclosure including a first side and a second side radially 



Application/Control Number: 10/723,499 Page 6 

Art Unit: 1797 

connected to the first side along an outer edge, the first and second sides defining an 
interior surface thererbetween, at least on of the first and second sides having a central 
opening (such as 1 1 or 51), wherein the central opening for housing a central hub, 
wherein the central opening includes a first mating portion (see Figs. 1 and 1 1 ) 
positioned adjacent to the central opening, along the interior of at least one of the first 
and second sides and extending in a direction perpendicular to the interior surface; and 
providing a hub (20, 60 or 104) having a second portion corresponding to the first 
mating portion; placing the hub with in the opening; and mating the first mating portion 
with the second mating portion (see [0043], [0050], Figs. 1-8 and 1 1 ). Use of adhesive 
is not explicitly disclosed. Schlutz ('691 ) teaches joining components of a centrifuge 
bag assembly using adhesive (see col. 12, lines 1-9). It would have been obvious to 
one of ordinary skill in the art to have joined the portions of Jorgensen ('131) using 
adhesive, because, since Jorgensen ('131) explains that joining is required but does not 
detail exactly how, one would look to prior art methods of joining such as those of 
Schlutz ('691), col. 12, lines 1-9. 

1 1 . Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jorgensen et al. (US 2002/0107131). The shape being semi-circular is not clearly 
disclosed. However, as applicant admits on pages "[o]ne of ordinary skill in the art will 
recognize" that other shapes may be used. 
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Response to Arguments 

1 2. Applicant argues that the weld rings of the prior art not part of the flexible bag, 
but part of the greater flexible bag assembly, while applicant at the same time requires 
that weld rings are part of the flexible bag itself, in for example, claim 12. 

Conclusion 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to DAVID L. SORKIN whose telephone number is 
(571)272-1148. The examiner can normally be reached on Mon.-Fri. 7:30AM-4:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David R. Sample can be reached on 571-272-1376. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated Information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/DAVID L. SORKIN/ 
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